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New Diagnoses of Connective Tissue, Rheumatoid, and Autoimmune Disease

Pt. ID

Time to Onset of Rupture
Patient Information Diagnosis Diagnosis status Summary Adverse Events
Cohort: Augmentatinn Hashimoto's 17 months No rupture | Hashimoto's thyroiditis diagnosed at 2 year new di~~rnei= of rheumatic
DOS Thyroiditis (date reported : April visit. Documented with rheumatology consult. diseas '
Implant Type: textured round 2002) R- unac y low nipple
gel sensit
Placement: subglandular
MRI Substudy: YES
MRI Scan Dates:
Investigator
1
! Cohort:  Augmentation Rheumatoid 19 months No rupture | At her two year visit, this patient reported New diagnosis of rheumatic
. DOS: arthritis (date reported. May multiple symptoms and she was referred to a disease 5/2003
Implant 1ype: smooth round 2003) rheumatologist. Doctor's notes state the Bilateral Baker Ili capsular
gel patient says she probably had symptoms prior | contr.
Placement: subglanduiar to surgery, aithough she did not report any at
MRI Substudy: NO her baseline visit. Reported seronegative
MRI Scan Dates rheumatoid arthnitis at 2 year visit.
Investigator:
1 Cohort: Augmentation Hypothyroidism 32 months Not At the two year visit, this patient reported New diagnosis of rheumatic
i (date reported: June scanned multiple symptoms and she was referred to a disee
impiant 1ype: smoowi round 2002) rheumatologist. Rheumatoid arthritis reported
gel at 2 year visit. Arthnitis not mentioned in 2-year
Placement: subpectoral rheumatology consult. Consult was reviewed
MRI Substudy: NO by a rheumatology expert who indicated
MRI Scan Dates: n/a patient had hypothyroidism and as a result has
Investigator: © thyroiditis, which is autoimmune in origin.
Cohort: Revision Fibromyalgia 12 months No rupture At her two year visit, this patient reported New diaanosis of rheumatic

DOs

implant Type: texturea round
gel

Placement: submuscular
MRI Substudy: YES

MRI Scan Dates:
Investigator.

(date reported: 2002)

multiple symptoms and she was referred to a
rheumatologist who confirmed diagnosis of
fibromyalgia
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Pt. 1D

Time to Onset | Rupture
Patient Information Diagnosis of Diagnosis Status Summary Adverse Events
Cohort: Revision Pyoderma 12 months No scan | Pyoderma gangrenosum diagnosed at | year. New diagnosis of
DOS: gangrenosum (date reported: Dermatologist treating her with steroids for rheumatic disease 2/2002
Impla  _ mooth round gel June 2002) pyoderma gangrenosum. A rheumatology Left breast pain not
Placement: submuscular expert reviewed the documents and said this associated with other
MRI Substudy: NO patient could have an autoimmune disease, and | complication 8/9/01
MRI Scan Dates: n/a it is usually associated with IBS or Crohn's Infection 7/30/01
Investigatar discase. To be conservative, 1t is being reported
as a new diagnosis of rheumatic disease.

| Cohort: Reconstruction Fibromyalgia 9 months No At the 1 year visit, patient reported multiple Asymmetry on Right side
DOS: 11/13/01 (date reported: | rupture symptoms and was referred to a rheumatologist | 1/28/02
Implant Type: textured round gel July 2002) who confirmed diagnosis of fibromyalgia.
Placement: submuscular
MRI Substudy: YES
MRI Scan Dates: 7/25/02, 8/26/03
Investigator: tle

27 Aug 2004
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Core Gel Breast

Rheumatologist who mar
' A
Name:
Addres.
Phone

L. . YEAR VISIT
IDE Clinical Trial 2
TRIAL NO. COUNTRY NO SITE NO 1 PATIENT NO I PATIENT INITIALS
PATIENT STUDY ID: | - oo
0 ‘ 0 1 1
T . “ I 17 | Sand L
INVESTIGATOR-COMPLETED RHEUMATIC DISEASE DIAGNOSIS QUESTIONNAIRE -g i
Has the patient been diagnosed by a RHEUMATOLOGIST for any of the following since the last visit?
If YES, complete Adverse Event Report. ‘
[ DATE OF ONSE
RHEUMATIC DISEASE (it known)
NO YES mooth year
Connective Tissue Disorders: SLE Qg
Sjogren's Syndrome 00
—
Scleroderma ] OJ
[ Polymyositis RN
Other Connective Tissue Disorders | [ | []
S
inflammatory Arthritis: Rheumatoid Arthritis O a
Crystalline Asthritis O O
Infectious Arthritis cp g .
Spondyarthropathies NN
Other inflammatory Arthrtis O d
Non-inflammatory Rheumatic Conditions: Osteoarthritis O ad
Fibromyalgra 0 g
I
Chronic Fatigue RS
Other Mechanical or Degenerative RN
Other, specit,. - o O L
Other, specify: __ 0O g

Disease must be diagnosed by « meumatologist.

e AOTTRIAL  MCNTOR &FEN (ATF
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ARTHRITIS AND COLLAGEN VASCULAR DISEASES

December 10, 2002

— )

_ whom you so kindly referred, was seen for rheumatologic

evaluation on December 10, and the following is a summary of my findings
and recommendations.

This 33-year-old woman gave a history of having bilateral breast implants in
November of 2000. She has done very well with these and is satisfied with the
results However, in May of 2002, she developed evidence of Hashimoto’s
thyroiditis, with an elevated TSH level and an elevated thyroid antibody level
as well. On direct questioning, she has no clinical symptoms to suggest other
autoimmune diseases except for mild muscle aching which she has had over
the last two months.

The additional medical history reveals that she has had elevated lipid values.
In February of 1999 she had anterior cruciate ligament repair in the left knee
following a ski accident, and in September of 2001 she again had surgery on
the left knee for a meniscal tear from a soccer injury.

She 1s allergic to sulfa.
There is no family history of any significant arthritis.

The physical examination showed a 33-year-old woman with a blood pressure
of 110/80, pulse 60, temperature 98. She was five feet, three inches in height
and 124 pounds in weight. The general physical examination showed the
bilateral breast implants. The musculoskeletal examination showed evidence of
prior surgery involving the left knee, but no evidence of synovitis involving
any joints of the upper or the lower extremities. She had some tightening of
the paracervical and trapezius musculature felt to be related to stress.

Laboratory studies done in Santa Cruz on May 23, 2002 showed an elevated
value for thyroid peroxidase and a normal value for thyroglobulin AB. TSH



S

- I

was also elevated z. «nat tune at 34 37. On November 20, 2002, an ANA was

0.3 HIV antibody was negative A CBC was normal and the sedimentation
rate was 12.

Cholesterol levels in May of 2002 showed a total cholesterol of 243,
triglycerides 114, HDL cholesterol 55, and LDL cholesterol 165,

No x-rays were taken here.

It is my impression that—has the following:

1. A history of bilateral breast implants in November of 2000 with
good results. ‘

2. History of the development of Hashimoto’s thyroiditis in May of
2002, with seemingly adequate control on Synthroid 1 milligram
daily.

3. Hyperlipidemia. These studies will need to be repeated once her
thyroid is adequately regulated

4. Despite the development of Hashimoto’s thyroiditis, I could no find
evidence of any other autoimmune disease.

5 History of two surgical procedures on the left knee, including an
anterior cruciate ligament repair and a meniscal tear repair.

6. History of sulfa allergy. The patient should therefore not take
Celebrex in the future.

In order to assess her status further, I did an immunologic profile and asked
her to call me in two weeks so that I can give her those results. Copies of
those laboratory studies will be forwarded to your office.

Many thanks for allowing us to share in her care. I did not give her another
appointment to return here, but would be happy to see her again any time you
may feel it indicated.

sr ®
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MRI BREAST BILATERAL
HISTORY: MENTOR CORE GEL BREAST STUDY

TECHNIQUE: Examination performed on the Siemens 1.5 T Vision unit. -
Sagittal and axial T2 weighted sequences were obtained.

FINDINGS: The patient has bilateral breasts implants. The
implants are not fully distended and have multiple folds and radial
folds. There is no extraluminal fluid or abnormal signal seen.
There is no fluid collection or cyst. No other masses or lesions
are identified.

The implants are not subpectoral.

IMPRESSION: Bilateral breast implants but no evidence of leakage or
rupture.

RADIOLOGIC CONSULTATION

4985



MRI Silicone Breast Implant Evaluation Data Sheet

PATIENT
STUDY ID:

Sin T

COUNTRYNO |

0]0]1

PATIENT NO

MRI EVALUATION

Patient's Date of Birth:

-MRI Reviewer:

Date of MRI Evaiuation: [/ | m{ l |7:fay Q'H’Al' qolJ’f'

year

Scan Quality (sheck one):
1 Good

2 [} Adequate
3 [] Inadequate

RIGHT - LEFT o
] Not implanted with Study Device ] Not Implanted with Study Device
Device Placement: 1 (] Submuscular 1 ] Submuscular
2T Subglandutar 2 {3 Subglandular
impiant Type: 1+ [} Smooth 1+ [] Smooth
2 [ sittex 2 U Sittex
implant Evaiuation: 1 % Evidence of Rupture 1 E/No/Evidence of Rupture
2 [ Indeterminate Evidence of Rupture 2 [} Indeterminate Evidence of Rupture
3 [] Rupture: 3 ] Rupture:
Check ane Type: Check one Type-
1 [ ] intracapsular 1+ [ intracapsular
2 [_] Extracapsular 2 [_] Extracapsular
Check one Condition: Check ane Condition:
s [ Uncoliapsed 1 [} Uncofiapsed
2 [} Partially Coliapsed 2 [} Partally Coliapsed
3 [] Fully Collapsed (jinguini sign) sp Fully Coltapsed (finguini sign)
Soft Tissue Evaluation: 1 @/ﬁo Evidence of Extracapsuiar Silicone 1 [‘_:]—N{Evidence of Extracapsular Silicone
2 [ Indeterminate for Extracapsular Silicone 2 [ indeterminate for Extracapsular Silicone
s [_] Definite Extracapsular Sificone 3 [[] Definite Extracapsular Silicone
Notes:
] / f B 2
_ L) 8 10 Q3
Revi month day year
N

®

This study was not designed to detect breast cancer, and so the findings and impressions here should not replace routine screening mamimography and
clinical examination. Some implant ruptures and smaii amounts of sof? tissue silicone below our thresholds for detection may not be seen by this method.

WHITE ORIGINAL MENTOR AFFILIATE
anno

YELLOW MENTOR PINK. INVESTIGATOR SITE
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MRI Silicone Breast Implant Evaluation Data Sheet

[ QATIENT INITIALS PATIENT SCCIAL SECURITY NO.

PATIENT TRIAL NO COUNTRY NO e
stuoyin: ¢ 10009 | 0§ 0 1
MRI EVALUATION
Patient's Date of Birth:
mi
MR! Reviewer:

Date of MRI Evaluation: (217 )1/ 1/ || e 16 (2

Scan Quality {check one):
1 D Good
1 DE Adequate

2 [_] Extracapsular
Check one Condition:
1 [} Uncollapsed
2 [] Partially Coliapsed
s [_] Fully Colfapsed (linguini sign)

month day year 1 [ ] Inadequate
RIGHT LEFT
[] Notimpianted with Study Device ] Notimplanted with Study Device
Device Placement; + [ Submuscular + (U] Submuscutar
2 PTBubglandular 2 S:Subglandular
implant Evaluation: 1] No Evidence of Rupture » [\d™Mo Evidence of Rupture
2 [} Indeterminate Evidence of Rupture 2 [} Indetermnate Evidence of Rupture
3 [ Rupture: 3 [_] Rupture.
Check one Type: Check one Type:
+ [} Intracapsular + [] Intracapsular

2 [} Extracapsular
Check one Condition:
v [ Uncollapsed
2 (] Partally Collapsed
s [ Fully Coliapsed (inguini sign)

Soft Tissue Evaluaton:

<] No Evidence of Extracapsular Silicone
2 [} Indeterminate for Extracapsular Silicone
3 [ Definite Extracapsular Silicone

1 %/No Evidence of Extracapsular Sificone

2 Indeterminate for Extracapsular Silicone

s {1 Definite Extracapsular Siicone

Notes:.

—gg-c——-aﬁ} Bebite I s 2

fﬂ)—$

Reviewer's vigiwa. -

o2 |12 e e R

month day year

®

This study was not designed to detect breast cancer, and so the findings and impresstons here should not replace routine screeming mammography and
clinrcal examination. Some implant ruptures and smail amounts of soft tissue silicone below our thresholds for defection may not be seen by this method

WHITE ORIGINAL MENTOR AFFILATE
TR0

YELLOW MENTOR PINK. INVESTIGATOR STE
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«}> MENTOR

Core Gel Breast
IDE Clinical Trial

2 YEAR VISIT

ATIENT STUDY ID:

TRIAL NO

10-009

COUNTRY NO

0}0}1

SITE NO

DATICNT NN

-

(&

RHEUMATOLOGY SYMPTOMS (Page 1 of 2)

Please check any current symptoms which:
1. The patient expenences on a reqular basis
2. The cause is unknown and cannot be attributed to any patient activity.

1 [_] No sympton

[ PATIENT INITIALS

fares

ad &

- -

-3!5\

RHEUMATOLOGY SYMPTOM

STATUS SINCE LAST VISIT

CONTINUING NEW

DATE OF ONSET

STATUS AS OF THIS VISIT

{only if new since last visit)
month year

RESOLVED

CONTINUING

Loss of weight without dieting

O

O

a

Fatigue

il g

insomnia

B O

u oL

Weakness

Exhaustion

Joint swelling

Heef pain

Freguent muscle cramps

Numbness of feet

Ringing in ears

Pain/grittiness in eyes

Dryness of eyes, nose

Pain on swallowing or chewing

Neck pain/stiffness

Pain on breathing

Heart murmurs

Loss of appetite

Persistent fever

Night sweats

Generalized aching

Loss of height

Joint pain

Oooyooooyoyoyo|gyoojoo/ojgolg|lgo|laro

Frequent muscle pain

O/o0jo0ogojoyoLioy o oyOoyoygya) -

0

o{g0yoa|ooyo0jo|o/g|g|ojo|ojg|olojolo|-

Oo;o|ooj0o|o|o|0gg|o|o/cjoioyo|giojo|g

WHITE ORIGINAL MENTOR AFFILIATE
1500

YELLOW MENTOR

PINK. INVESTIGATOR SITE

PAGE 58
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Core Gel Breast
‘& MENTOR IDE Clinical Trial 2YEARVISIT

TRIAL NO COUNTRY NO ! SITE NO PATIENT NO PATIENT INITIALS

first middie st

TIENT STUDY ID: ;
| 10-009 | © | 0 | 1 ¢

RHEUMATOLOGY SYMPTOMS (Page 2 of 2)

- —
—

Please check any current symptoms which:
1. The patient experiences on a regular basis
2. The cause is unknown and cannot be attributed to any patient activity.
STATUS SINCE LAST VISIT DATE OF ONSET STATUS AS OF THIS VISIT

{only if new since last visit)
CONTINUING NEW month year RESOLVED CONTINUING

Numbness of hands O d U

RHEUMATOLOGY SYMPTOM

Jaw pain

Open sores

Redness of eyes

0oyg|og

Dryness of mouth

Back pain/stiffness

-
kd

o | O

Severe chest pains

wonic cough

Difficulty swallowing

Frequent, severe or persistent diarhea
or constipation

Severe rashes

Freguent muscle cramps

Severe dryness of skin

Tender lumps/bumps

Excessive sensitivity to sun

Color changes on hands or feet with cold exposure

Joint pain

Frequent hives

Numbness of hands

Tightness of skin

Jnusua! hair loss

O|/o0|gg|o|ojoy/o/o|oaigoyoooooyo|g) o

Tendemness of scalp

g|ojojajg|ojogjoygoyo|goooyo|aoyo|o) o
Oo|g|oo0g0youyo|o|o|gogyoygyoyo)org

Oioo0o0|ojo/ggjajgiyo/oooo .

0

Severe bruising with littie or no mury

4
WHITE ORIGINAL. MENTOR AFFILIATE YELLOW- MENTOR PINK  INVESTIGATOR SITE PAGE 60 989
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DATA CLARIICANON FORM

FHOTOCCL : NRISTEBNH

PATIENT NUMBER . V

PAVENTIOINLE e

OATE SENT © 2128/2004

STUDY PEAIOD DESCAPYION PAGE RESO.LTION REFA

2 YEAR VISIT Sevwiity tor NEW DIAGNOSIS OF 75 o e 176:8 A
MHEUMATIC DISEASE hes been Isft blank, 4 . ST
Please pmuide this informafion RS o 1V £ 0 e /7@7‘8(4
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Core Gel Breast ‘
. . 2 YEAR VISIT
4$> MENTOR | ok clinical Trial ADVERSE EVENTS YEAR
TRIAL NO, COUNTRY NO SITE NO PATIENT NO I PATIENT INITIALS )
ATIENT STUDY ID: No Adverse Events
P 10009 | 0 | 0 [ 1 | D
Enter one adverse event per line. If the evenl was experienced at more than one body site, enler each body site on a separate line. )
—
AE CAUSALITY EVENT ASSOCIATED ONSET SEVERITY TREATMENT REQUIRED (check all that apply) OUTCOME RESOLUTION
CODE* |1 = Procedure refated SIDE BREAST PAIN DATE 1= Mild 1 = No Treatment 1 =Resolved DATE
(See |2 = Device related 0= N/A 0 = None 2= Moderale | 2 = Medication (specify) 2 =0ngoing
Below) [3 = Unknown 1 = Right 1 = Mid 3= Severe |3 = Secondary Procedure {enter Procedure Type Code and date below, and complete |3 =Death
4 = Other 2~ Left 2 = Moderate Secondary Procedures Report for alf procedures performed for this date)** 4 =Unknown
3 = Severe |month day year 4 = Hospitalization (specify # of days and admission date) month  day year
’ , P W/ 5 = Qther (specify)
A 3 01 B3 [®o Qo O3 D")’A O 1 O 4__ days,Date __J__J 01 04
\ Wio: o | O 04 |uthopz | O ° J.& s, 5 %2
1 A U’
]2 a2 / 3 (3 3 Procedure Tyfe Codef Procedure Date. ! / 3
0O 3 o Oo 033 01 1 3 4____days, Date __/__{ Ot O4
O2 0O4 O - (O 02 02 0Os 02
2 2 3 O 3 Procedure Type Codet: Procedure Date. / / (3
o : | "Complete Secondary Procedures Report. If new study device is
: | | [ J [ I Ll | implanted, complete Re-Implantation Report.
Investigator's Signature monlh d year
*ADVERSE EVENT CODES | tSECONDARY PROCEDURE TYPE CODES
1 = Asymmelry 15 = Lymphadenopathy 28 = Lactation Difficulties, specify’ :; = giOPSY' ’
2 = Baker 1 Capsular Conlracture with Surgical Intervention 16 = Necrosis 8 - Eapsu‘etilomym Reol o
3 = Baker !}l Capsular Contracture 17 = New Diagnosis of Breast Cancer 84 : Elplaﬂlal_on w!tho T%act‘emen l
4 = Baker IV Capsular Conlracture 18 = New D'agnosis ol Rheumal D-s% Q/ r/" 85 - m"‘."?n aavo(fj\ Sw .nu eplacemen
5 = Breasl pain nol associaled with any other complication specify’ +0¢ S 29 = Other, specify o ; M:l:lton nd Orainage
6 = Breast—Unacceptably Low Sensilivity 19 = N:pple‘Unacceplably Low Sensitivity Iy Ii: _.‘ Ll T e 87 =0 oge o I
7 = Breas!—Unacceptably High Sensitivty 20 = Nipple—Unacceptably High Sensitivity ﬂ i<z "\ » 'f : 2 { ’- \‘_ ’L’En— [ o : pPQ? 38;” otomy
8 = Calcification 21 = Position Change L T T 'l \\\, 89 - sos' gn ange
g = Delayed Wound Healing 22 = Plosis e 30 = Ovher speclfy} l, i B9 = S:avAgwsvon
10 = Exirusion 23 = Rupture 'l N - P .; gl :0:‘ djustment
it = Granuioma 24 = Seroma s : , *;“ I = Other. specly -
12 = Hematoma 25 = Size Change—Palient Reques! P g
13 = Hypertrophic Scarring 26 = Size Change—Physician Assessment only U e f L. 92 = Other specify
14 = infection 27 = Wnnkiing T e ] i

[+ e
w(a: ORIGMAL MEN;.; YELLOW MENTOR PINK INVESTIGATOR SITE '
vz : PAGE 75



Core Gel Breast
4& MENTOR | 5 ciinical Trial ADVERSE EVENTS 6 MONTH VISIT
' ’ TRIAL NO COUNTRY NO SITENO PATIENT NO |
PATIENT STUDY ID: 10-009 | 0 | 0 | 1 1. B l ] l ([ No Adverse Events

dverse event per line !f the event was experienced at more than one body site, enter each body site on a separale line.

" ow oW w4

NN b N -

i

Enler one 3
AE GAUSALITY EVENT | ASSOCIATED ONSET SEVERITY TREATMENT REQUIRED {check all that apply) QUTCOME RESOLUTION
CODE* [1 = Procedure relaled SIDE BREAST PAIN DATE 1= Mild 1 = No Treatment 1 =Resoived DATE
{See |2 = Device related 0 = NIA 0 = None 2 = Moderate | 2 = Medication (specity) 2 = Ongoing
Below) |3 = Unknown 1 = Right 1 = Mild 3= Severe |3 = Secondary Procedure (enter Procedure Type Code and date below, and complete |2 =Death \
4 = Other 2= Left 2 = Moderate Secondary Procedures Report for all procedures performed for this date)* 4=Unknown,} )\
3 = Severe |month day year 4 = Hospitalization (specify # of days and admission date) \»D month  day year
. 5 = Other {specily) N
; — . \
=kZEEE o 03 [ENE R O 4___days,0ae _J_J/___ [RL, 04
Yot oe (o 7o D2 |02 Os. T URILR
2 a2 0 3 {J 3 Procedure Type Codet- Procedure Date’ / / 3 %
04 (3 jJo 0o O3 01 O+ (J4__ days,Date /1 _ |31 (D4
g2 0O4 01 O 02 2 ___ 0 s 02
J2 02 O 3 [ 3 Pprocedure Type Codet ___ ProcedureDate: ___ /1 |33
) ' , . / **Complete Secondary Procedures Report. If new study device is
) 1 J I s implanted, complete Re-Implantation Report.
Investigat 0{“. s Slgnature month day year

Asymaniry

Baker 1 ¢ apsular Contraclure with Surgical Intervention
faker |)t capsular Contracture

finker 1y capsutar Conlracture

(1reast .o not associated with any olher complication
f4A38t | yhacceplably Low Sensittvily

jasal ,  acceptably High Sensttivity
(Mt

Wion 89 = Scar Revision
{1mBye L ound Healing 22 = Ptosis 30 = Other, specity T oarmey o
 rtevss, 23 = Rupture g? i gi::ve:k(:gu:?enl
(AR, 24 = Seroma - - specity
'";::"'-.3 25 = Size Change—Pauent Request
”:m».' 1 Searmng 26 = Size Change—Physician Assessment only 92 = Other, specily .
’ ) 27 = Wnnkhing =
- o @

" *ADVERSE EVENT CODES

15 = Lymphadenopathy

16 = Necrosis

17 = New Diagnosis of Breast Cancer

18 = New Diagnosis of Rheumatic Disease,

specify

28 = Lactation Difficulties, specify

tSECONDARY PROCEDURE TYPE CODES

81 = Biopsy
82 = Capsulectomy

29 = Other, specify

83 = Explantation with Replacement**
84 = Explantation without Replacement
85 = Incision and Drainage

18 = Nipple—Unacceptably Low Sensitivity
20 = Nipple—Unacceptably High Sensitivity
21 = Position Change

86 = Mastopexy

87 = Open Capsulolomy
88 = Position Change

YELLOW MENTOR

PINK INVESTIGATOR SITE

PAGE 31
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Core Gel Breast i
<$> MENTOR | e ciinical Trial ADVERSE EVENTS / [ I é“m vISIT
TRIAL NO. COUNTRY NO sire s PATIENT NO i
PATIENT STUDY ID: 10-009 | 0 | 1 , 3 No Adverse Events

Enter one adverse evenl per fine. If the event was experienced al more than o

site, enter each body site on a separate line.

AE CAUSALITY EVENT ASSQCIATED ONSET SEVERITY TREATMENT REQUIRED (check alt that apply) OUTCOME RESOLUTION
CODE* |1 = Procedure related SIDE BREAST PAIN DATE 1 = Mild 1 = No Treatment 1 =Resolved DATE
(See |2 = Device related 0= NA 0 = None 2= Moderate | 2 = Medication (specify) 2 =0Ongoing
Below) |3 = Unknown 1 = Right 1 = Mid 3= Severe |3 = Secondary Procedurs (enter Procedure Type Code and date below, and complete |3 =Death
4 = Other o j27 Left 2 = Moderate Secondary Procedures Report for all procedures performed for this date)* 4 = Unknown
5 130 A 3= Severe |month day  year 4 = Hospitalization (specify # of days and admission date) month day  vyear
C/ﬁj . 5 = Gther (specify)
W1 '3 |09 /,KLO 03 Dﬁ /ﬁ 1 (J 4___ days, Date:_ /__ 01,04
/7 02 04 Kﬁ an /‘/0300 02 |02 as ;‘2{
7 2 02 03 {3 3 Procedure Type Codet: Procedure Date: / / 3
1 03 (3o Oo O3 01 1 04 days, Date: _/__ | 01 04
O2 0O4 (O 01 02 (02 L5 02
,\ (32 M2 O3 {3 3 Procedure Type Codet:____ Procedure Date: I / 33

Investigator's Sigue .

oS ST&ge9 |

month day

year

**Complete Secondary Procedures Report. If new study device is
implanted, complefe Re-Implantation Report.

t = Asymmelry

2 = Baker Il Capsular Contracture with Surglcal intervention
3 = Baker 1} Capsular Contracture

4 = Baker [V Capsular Contracture

5 = Breast pain nol associated with any other complication
6 = Breast—Unacceptably Low Sensitivity

7 = Breast—Unaccepiably High Sensitivity

8 = Calcification

9 = Delayed Wound Healing
10 = Extrusion

{4 = Granuloma
12 = Hematoma

13 = Hyperirophic Scarring
14 = Infection

*ADVERSE EVENT CODES

15 = Lymphadenopathy

16 = Necrosis

17 = New Diagnosis of Breast Cancer

18 = New Diagnosis of Rheumalic Disease,
specify:

19 = Nipple—Unacceptably Low Sensitivity

20 = Nipple—Unacceptably High Sensitivity

21 = Position Change

22 = Plosis

23 = Rupture

24 = Seroma

25 = Size Change—Patient Request

26 = Size Change—Physician Assessment only
27 = Wrinkling

28 = Lactation Difficulties, specify:

tSECONDARY PROCEDURE TYPE CODES ]

81 = Biopsy |
82 = Capsulectomy

29 = QOther, specify:

83 = Explantation with Replacement**
84 = Explantation without Replacement
85 = Incision and Drainage

86 = Mastopexy

30 = Other, specify’

87 = Open Capsulotomy
88 = Position Change
89 = Scar Revision

80 = Skin Adjustment

91 = Other, specify:

92 = Other, specify

WHITE ORIGINAL MENTOR AFFILIATE YELLOW MENTOR

8/1500
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New Diagnesis of Connective Tissue Disease Patient Summaries

Study ID:

Cohort: Augmentauon

DOS: 10/23/01

Implant Type: smooth round gel

Placement: subglanduiar
MRI Substudy: NO
MRI Scan Datc - ®/29/03
Investigator: (

The patient was enronea 1 e Core Gel Study on 10/23/01 in the Augmentation cohort.
At the baseline and 1 year visits, no rheumatic symptoms were reported.

At her two year visit, this patient reported the following symptoms: loss of weight
without dieting, fatigue, weakness, exhaustion, joint swelling, frequent muscle cramps,
pain on swallowing or chewing, loss of appetite, generalized aching, joint pain, frequent
muscle pain, jaw pain, back pain/stiffness, frequent diarrhea, frequent muscle cramps and
<evere bruising with little or no injury. She was referred to a rheumatologist, Dr.
Joctor's notes state the patient says she probably had them prior to
surge. ,, a.though she did not report any at her baseline visit. Seronegative rheumatoid
arthritis was reported at the 2 year visit. This diagnosis was made 19 months post

surgery.

Dr. Albert notes the following laboratory values: ‘
CPK 62

ESR 5

CMV, IgM, monospot negative

TSH normal

WBC 5700 with 68% SEG’s, 28% lymphs

Hemoglobin 1 2.6

Platelets 197,000

s consult states that all her studies were negative. The patient was started on
MTX 10 mg and Bextra 20 mg.

At the 2 year visit the following symptoms were reported: loss of weight without dieting,
fatigue, weakness, exhaustion, joint swelling, frequent muscle cramps, pain on
swallowing and chewing, neck pain/stiffness, heart murmurs, loss of appetite, generalized
aching, joint pain, frequent muscle pain, numbness of hands, back pain/stiffness, frequent
diarrhea, color changes on hands or feet with cold exposure, and severe bruising with
little or no injury.

The patient had an MRI scan of the breasts on 8/29/03. No rup+- ¢ was found.

The patient continues in the Core Gel Study under the care of | She is due ‘
for her 3 year follow-up visit in 2004.
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‘i’ Core Gel Breast
MENTOR IDE Clinical Trial

2 YEAR VISIT

TRIAL NO. COUNTRY NO. l SITE NO

PATIENT STUDY ID: 10-009 0 ]i

!

INVESTIGATOR-COMPLETED RHEUMATIC DISEASE DIAGNOSIS QUco tivivsem. .-

PATIENT NO [

Has the patient been diagnosed by a RHEUMATOLOGIST for any of the following since the last visit?

If YES, complete Adverse Event Report.

gnosis made

RHEUMATIC DISEASE

NO

YES

DATE OF ONSET
(if known)

month year

Connective Tissue Disorders: SLE

g

Sjogren’s Syndrome

Scleroderma

Polymyositis

Other Connective Tissue Disorders

Inflammatory Arthritis: Rheumatoid Arthritis

5| 2007

Crystalline Arthritis

Infectious Arthritis

Spondyarthropathies

Other Inflammatory Arthritis

Non-Inflammatory Rheumatic Conditions: Osteoarthritis

Fibromyalgia

Chronic Fatigue

Other Mechanical or Degenerative

Other, specify:

Other, specify:

o|oyo|oyoyo|oojo|c|gygojg|a

o|o|jo|o|o|o|jojo|jojog|o|oljo|o|o

Disease must be diagnosed by a rheumatologist.
Rheumatologist who made diaannsie
Name:

Address:

Phone:  (

1995




DIV e DU L AMNE & dsasar

03:51 FAX 8483700

09/18/03

Core Gel Breast
4’ MENTOR | \oe ciinical Trial ADVERSE EVENTS 2 YEAR VISIT
. TRIAL NO. COUNTRY NO. STENQ. PATIENTNO. |  ®TENT NMALS j
PATIENT STUDY ID: 10009 | 0 I 0 l 1 a O No Adverse Events
Enter ona advarse avent per line. Il the event was experiencad al more 1hen u... o ly siln.,- enter each body site on a saparale line.
AE CAUSALITY EVENT | ASSOCITED ONSET SEVERITY TREATMENT REQUIRED (check a2 that spply) OUTCOME RESOLUTION
CODE* |1 = Procedure relsted SIDE | BREASTPAIN DATE 12 Mid 1 = N Traztment : 1 xResovd DATE
{Ses |2 = Device relaled 0-% 0 = None 2= Modetate | 2 = Madication (spediy) 2=0Ongolng
Below) |3 = Unknown® 1= Righ |1= Mid 3= Sevare | 3 = Secondery Procedurs (entw Procedurs Typs Code and dats below, and complets |3 =Dapth
§ * Other 2s left 2 2 Nodamate Swonday Procedioss Raport for ab) procedures performad for thhs dats)™ 4 = Unknown
3= Savers |monh dey 4 = Hospialzation (speclly ¥ of days and sdmisalon date) month day  yew
§ = Other (specity)
Oy x5 Mo /)59 03 )LQIB 0 +--|01 O4___daysDate:__/_J_ |01 D4 ,
N o2 ©¢ e o 5 in o2 |D2 P s Rbeunalod wockep |0
D2 02 3 |03 Procadure Type Codat:____ Procedurs Dats: ) a3
O+« 03 |00 Oo O3 a1 (01 O4___dayspate: /4 {01 O4
D2, 04 (O a1 02 |02 Os 02
Qa2 lD2 03 {03 Procedure TypeCodet:___  Procedure Date: 4 103

;

Inaalipstor's Signalire

" B > " rﬂ.‘—-—‘—""‘"

Lo e - PRty vt Tt —~
/ N e P ;‘. u ‘{C_,(___,ﬂL

= / -

e

Complate Secondary Procedures Report, If new study device }s -
Implanted, complete Re-Implantation Report. ‘

1 [

2 = Baker [| Capauter Contracture with Surpical intarvention
3 = Bakw Hi Cepsainr Contraciure

4 = Bokor IV Copstier Contraciure

-

"ADVERSE EVENT CODES

15 = Lymphadenopairy

16 = Necrosis

17 = New Dlagnoss of Brean Cancer
18 = New Dlagnoss of Rheunalie Ohe

28 = Ladistion Difficulties, spedty:

»,
5 = Brosst pain not ascociaied with any olher compealion spaclly. qdige !Rhnuﬂc-(r. J 29 = Other, specily:
§ = Bressi—Unecoeptably Low Sansitivity 19 = Nipple—Unscceptably Low Senstvly  Ar Lk, : | .S
7 » Braest—Unaccaptably High Sensiitvity 20 = Nipplo—Unsocaptably High Sensiivty
8 = Cridiicsdon 21 = Position Change
§ = Dalryed Wound Hasling 2 = Paals 30 = Othor, apecfly:
10 = Extruslon 2 = Ruplure
11 = Gramdoma 2 = Seroma
12 = Hemalome 25 = Stre Change—Petien! Requent
13 = Hypartrophile Sceming 24 = Size Change—Phyyician Assessment only
1= |,i.m’ 27 = Wiinkiing

$SECONDARY PROCEDURE TYPE CQOES

81 = Blopsy

82 = Copsulectomy
83 = Explantstion with Repiacament™*
84 = Explanislion withou Replacement
85 = Inclaion and Dreinage

89 < Mastopaxy

87 = Open Capsuiotamny

28 = Posiion Change

89 = Scar Revision

90 = Skin Agjustment

91 = Othe/, specily:

€2 = Othac, specity.

VHITTE ORIG AL MENTORAFFAWTE YELOW: MDTOR

130 $

PINX: INVESTIGATOR S1TE

PAGE 15
s
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Sep 18 2003 10:26AN b

07-10-2003

.

HISTORY: iz seen with her husband to review her test resnits. All of hee
mcressing the Iped ber morning with the stiffness, but she still is experiencing

axloed me lfhzr:ﬂjmmgelmplmn could be the cause of ber joint sympwonms. She says
leaked, but she hag not had any regulsr imaging study. She did bave hardenimg

PHYSICAL EXAM:
EXTREMITIKES: Shou

moving stuffly.
w slightly stiff mage of modop. Etbovrs are clesr. Wi

26

were negative. She found that
fatigar by the aftormoon. She
w0 ber imowledge they have not
they were put in 2 years ngo.

d MCP's and FIP's all bove trace to

1+ synovitig with a elight reddish purple hoe and swelting and tenderness. Knees bave thesame findings and MTP’s.

ASSESSMFENT:

1. Smegmvcrheummthnqsmdl explained to them thet thie can evolv

PO Q week and Bextre 20 mg PO BID. She is warned of pateatinl side effe

drink slcohol. She can not get progoant. '

Silicona gel implants — we’re gaing 10 consak with Dr. Hallmgsworth as ty

have and what is recommended now for follow up of silicane gol implants.

aundy which &d not show s conmection berween the impiants and s

am not sure. Cmiuh:itw%mtbaguodifsheludlahg:mdﬁw
ﬂ

over time snd clarify iteelf as to the
She's gomg o ke MTX 10 mg
and toxicity end understands not to

is tho best tmaging smdy for her w
based
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08/22/063 23:07 F: -
Sep 18 2003 10:26F

06-30-2003

HISTORY: Mn._lsa32yewold€msimfnmﬂcwhom . s prinary caro who & & porsanal friend
and who’s busband asked me to evaluate her regarding ber symptoms. It scems that 1 mongh ago, she began experiencing extreme
fatigie and moscle soreness and cumping. Shes ho did blood work and m‘mmﬂmﬂmm
busbend on a trip and while thexe begsn having s | stiffnens in her hands and feet. She swopped taking Zeinorm
and though thet her calves sopped cramping. Wica sor rovamed hame, she saw Dr. Nagotie's PA who gave her a Depo-Medrol

shot and Celobrex and 24 hours latr she folt a little it betver, but at 48 hours, she styed having swelling in hexr MCP*s. By then,
she was aloo having puin and stiffness in her anklas and elbows and intermittrutty in ber aly i

not had eny rash throughout this and denies tick exposure, children having rocent irmm
throst 2 1o 3 weela be i She bas cocasional post-naxal drip sod ai
chromic TMT sympuoms are rse. She's besn coastipated ell of her life, but has b
dxys in the lgst few mouths when they were moving'to 2 new house. There was no blood
was aormal including a CPK of 62. Her ESR was normal st 5, CMV, 1gM aed monospot gegative, TSH normml. White blood cell
count 5700 with 68% SEG's, 28% lymphs, hemoglobin 12.6, plstelets L97,000. She’s alwp hiad very cold bands and feet £nd
typically has to wear sock in bed & might. She’s not noticed color change in her hands when they are cold, but does have
symptoms going in cold stores and during the wmver time. She has bad 1 mharﬁmbmpoﬁmmbunmﬂnobplogmmx
positive VDRL. The rest of her rheumatologic review of systems is negative,

ps
' sthough 1 child &id bave strep
%5 pressure for yours.  Sbe feels bex
d 1 episode of disrthea that laszed 10
r moous io . On funs 10%, her CMP

PAST MEDICAL HISTORY: IBS, hiatl hernia.

CURRENT MEDICATIONS: Prevecid 30 mg PO QD. Bextra 20 mg BO QD, Yeamin 28 PO QD, Pronatal vitamin QD, [
E 3 QD, viamin C D, calohun and Viactiv QD.

ALLERGIES: Nome bmoun,
PAST SURGICAL HISTORY: Tonsillsctarny, TAH, breast sugmenintion.

FAMILY HISTORY: Father has a histal hernia. Mother has cusosrthritis and thyroid . Grandmother and mmz bave
breast cancer and 2 great maternal aumt has sheurpatoid arthritis. She’s 1.3® Chorokes.

REVIEW OF SYSTEMS: See intaks form.

PHYSICAL EXAM: Mrs. Poteet appenars her stated ago in po scute digress today, but njoves stiffty. Weight 134, B/P 1_12/80.
HEENT: No scalp rash or alopecia. Pupils sound & reactive to light. Extrs ocnilar moveruents are intact  Oral pharynx i cloar
with 2 good saliva paol.

NECK: Good mange of motion. No sbaormal lymphadenopethy, thyromegaly or JVD.
CHEST : Clear throughout

CARDIOVASCULAR: Regular rats & rhythm withow murmur, gallop or rob.
ABDOMEN: Soft, nan-tender. No hepatospicnomegaly. Normal active bowel sounds
EXTREMITIES: Shoulders are stiff with range of motion in all directions. E[bows are
Left wrist is stiff MCP's sdfY, but no swalling, warmth or erythema. PIP's show trace
her PIP’s. She has some perinngnal erythema. She bas obvicus Reynaud’s thet is o1
bileterally as well as her feet. There are no digital ulcers and there's no closr
changes disally that are rather subtie and questiopsble. Hips sre clear. Knees show
instability. Ankics sre clewr. Toes diffusely tender.

SKIN: No rash.

BACK: Noarmal without scoliosis or 81 joint tendarness.

. Rigin wrist with grace sypovina.
ing and she anly bad 75% closure in

pateliofemoral click and slight medial

ASSESSMENT:

1. Histary of joint pain and stiffness that can lagt houry anute onset that's fairly symmetrical invalving large and
jolaw, but cerrainly should be sorcened for rheumatoid arthritls, other disease such a3 lupus or
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@os
Sep 18 2003 10: 26R™ p.4
~— i ! ) i <ince ahe-
cclerodarma. We'll 40 o rheumatoid factnr, mati<CCP. ANA, enti-SSA, SSB, M, RNP anti-carholipin since ¢ m’
had @ miscamiage, CRP 2nd she needs a hepatitis C IgG screen due to other shos.bandwhn_ -
advised her in the interim to increase her Bextra to 20 mg PO BID and [ will gee her in 1 week to review theso

results.
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09/22/03 23:07 FAX nD DADTEDRTCY N @os
Sep 18 2003 1Q:26AM 72026 P.S
9-1UtL-2002 12: 15 fage b4
m -
ice, call ! ‘
—————
site ®: 0100131890 Report: 1171 istribute to: [
PATIENT: ACCOUNT:
CLIENT P R REF DR: i
.REO0 NUMBER:; 7668998118 !
ID OR ROOD N
PAGE DDR’AGE: 32 YEARS
1 SEX: U HRS:
DATE/TIKE COLL: Jul €} 2003 12: 30 PM
DATE RECEIVED: Jul @2 2003 03: 00 AM
OATE REPORTEN: Jul 09 2003
DAYE RE-SENT: Jul 08 2003
REPORT STATUS: FINAL REPORT
RESULT NAME 1IN RANGE DUT OF RANGE REFERENCE UNITS

Gender not aspacified,
8L000 CHEMISTRY

ND HEMOLYS1S DETECTYED

NG LIPEMIA DETECTED

NO ICTERUS OETYECTED

e e S T o t W s e - - - W e e W = = Aa n M e e . W e o

C-REACTIVE PROTEIN (hza-CRP}

CVD RISK ASSESSMENT:
ﬂv?. ne-CRP (mgsL)
< .00

0. €6
Relative Rigk

Low
1.00 - 3. 00 Aversge
» 3. 00 High
¢ THE FOLLOWING CDMMENT APPLIES ONLY YO h

RESULTS THAT ARE BEING USED FOR CVD ASSESSHENT s

MEASUREMENT OF MARKERS SHOULO B8€ DONE TWICE {AVERAGING
THWO HEEKS APART, FASTING OR NONFASTING IN METABOLICALLY
.F ns~CRP CLEVEL IS > 5,00 mg/L, TEST SHOULD BE REPEATED
EXAMINED FOR BOURCES OF INFECTION DR INFLAMMATION.
(Circulation 2003; 107 (3):488-511])

TR MR e s 4 e e M n M em e e om e e A e - M = W e e R e s e T e e W = e = A

HEPATITIS TEST
HEPAYITIS C Ap

e e e e e = - A o - - WP W e e e

SJOGREN'S SYNDROME ANTIBODIES

- . o w  anw - -

ANT]I-SS-A g 2
ANTI-SS-B 0. 3
INTERPRETATION:
NEGATIVE: ¢= 2.0 U/ML
POSITIVE: 4 2. 0 U/ML
Anti-dsDNA 77T o}
NEGATIVE
GORDERLINE
POSITIVE

STRONG POSITIVE

e m T e e e e Y S Wy S e e - s e R - - . —— e W

ENA ANTIBOOIES
-~ REPORT CONTINUED ON NEXT PAGE

refarsnce ranges default to mala wh

- ey e o e

are applicabdle.

- o . -

- e ———— = . m e -

<= § 00 MG/L

-CRP

€SULTS), OPTIMALLY
STABLE PATIENTS.
AND PATIENT

- = e, W e m - Wm e om =

NEGATIVE
+-- ....................
¢= 2.0 U/ML
¢c= 2.0 U/ML
- TUy/s/ML
< 30 IusML
30 - 50 Iu/Me
S0 ~ 300 IUu/ML
> 3J00 IU/s ML

I e e e R

5000
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d107
Sep 16 2003 10:27AK - -

PATIENT:

CLIENTY P .

REQ NUMBER: 728851134~18

ID OR RO ; NN
PAGE OOB/AGE: 32 YEARS

1 SEX: F : HRE /Y

OATE/TIME COLL: Aug 18 QO3 10:15 AM

OATE RECEIVED: Aug 18 2003 O4: 04 AM

DATE REPQRTED: Aug 18 2003

DRTE RE-SENT: Au 19 8002

REPORT STATUS: FINAL REPORTYT

*es AN ADOITIONAL FAX COPY OF THIS REPORT MWAS SENT TD: L
PATIENT PHONE NUMBER:

RESULT wNAME IN RANGE DUT DF RANGE REFERENCE MNITS

BLOUDO CHEMISTRY
NO HEMOLYSIS DETECTED
NQ LIPEMIA DEYECTED
NO ICTERUS OETECTED
TOTAL BI
OUIRECT B

3
C
o
d
2

et |
townvbw
c
-
r

- o —— -

HEMATDLOGY

HGH 10.7 . . GrOL

HEY 32.2 . X
3.50

RBC

MCV 81
MCH 30. 3
MLHC 33.2
1
]

T ac’

RON 1u.
wac S5,

MEUTROPHILS 4o
LYMPHOCYTES 50
MAOMOCYYES 7

E0SINOPHILS 2 o}
BASOPHILS 2 c
PLATELET COUNT 181 130 -

—ENBe OO

[T L L

W Fae
-0 ——BN-
Nl n
cCUVAQ®OQO

n
y 1
t
Il N
CWIVWYNONOONAOO
=
-
K §
(2]
r

£
o
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ite ®»; 0100131800 Report: 171 Oilctribute to:

IENT:

ENT PA H
UMBER: 76688681-16

OR RO

JAGE:

SEX: U

DATE/TIME COLL:

DATE RECEIVED:

DATE REPDRTED:

DATE RE-SENT:
REPCRYT STATUS:

(=) Iak']

ATIE
LIEM
€0 N
0 OR
0B/A

AGE
2

ESULT NAME OUT OF RANGE

ANTI-Sm
ANTI-S5m/RNF

IN RANGE

<0.13%
0.1

- e s e W s W - - o -

e m mmm en e e A m e e = am e e - —-— e - -

MMUNOLQGY
ARYI-STREPTOLYSIN © 82
THEUMATOIO FACTOR <10

CTBEAISEEEASCESI XA A GeRaM Al EY X BRI SESANESOTEwwE &R W

AT:

5 BO0-338-3718

— -— i o o m - -

tardiolipin Antibody Panel
irdialipln Antibady Panel

dp

<3y
L uni
<N
1

2
a
2

ardialipin IgR Antaivod
lgfersnce range
Negative
Low Poeitivae
Medium Positive
High Poeitive

tes/mi
~18
~Bo

oL

>

;ardiolipin 1gG Antibod
laferencs rangse

Negaltive

Low Positive

Medium Positive 20-80

High Poeitive »80
fhe 1939 1Intarnatlional Consensus Statemsnt aetates
thet one criterion for tne serological dviasgnonie
af Definite Antiphospnolipld Syndrome ias the
aresencea of cardiclipin antibody (ACA) I1gG and/or
[gM in the blood thet are in the medium or high
20sitive rengas 9n € or more occasions, at least
5 weeks apart. Pgpulation studleg indicate that
spproximately 8. 5% of the normal population are
dos5itive for ACA I1g6 wherees ogproximatel 10. 8%
3Ff normal pregnancles are pogitiva. Cauytion
should therefore be exercised in interpreting the
relevence of low levelSs of cardivolipin sntibodles.

<11

aPL Unitg/miL
REPORT CONTINUED O8 NEXT PAGE -~

i
PL Units/mL
<12
12-18

Cardiolipin lIgM Aantibad
Rgfersnce range

#EFEREHCE UNITS

4.0 U/ML
2.5 UsML

4=
=

R ) - e o - -

- 200 IUrmL
<« 1N TU/ML

pameceasdeosvwesddS axan® s

e TP

<1% APL U/mL

<12 GPL UsmiL

<11 MPL U/mL

5002
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-

dosg
p.8

PATIENT:
CLIENT P
REO NUMBER: 76680881-18
IO OR RO NEKNOWN
AGE DOB8/AGE /32 YEARRS
3 SEX: : o HRS:
DATE/TIME CcOLL: Jul 01 2003 12. 30 PM
DATE RECEIVED: Jul 02 2003 03: 00 AM
DATE REPORTED: Jul 09 2003
DATC RE-SENT: Jul 09 2003 .
REPQRT STATUS: FINAL REPORT
tESULT NAME IN RANGE OUT OF RANGE
Negotive cll
Low Poagitive 11-119
Meocium Positive c0-8a¢
High Positive 280
‘ne 1989 Internatiacnal Congengus Stotemenl states

-nat gne criterlon for the gsroiogical u1aanoazu
oFf Daefinite Antipnospholipid Syndrome is the
irecence of cardiolipin antibody {(ACA) 119G ana/ar
‘g™ 1in the blood that sare in the medium or high
108itive tanges on 2 or mare occasions, at lsast

i weala apart. Population gstudiss indicate that
ipproxjimately 6. 4X cf the normal population eore
1061tive for ACA IQgM whareas approximetely 17X of
wormal pragnanciea 4are powriltive Caution should,
.hareforea be exercised in interpreting the
“elsvance Of low levels of cAardiolipin antibodiles.

. — L D R D W WP T W e e e e L B GRS M e S AP W e e e A M A G SR MM e e T e e R e dh we w

"mpoth ML8CLla AD Titer
Wath muscle AL Titer 1: 20

bl R B L L L AR R L EYRNEEREIEELEREEFLEFEYFE LRELEE R L YR LNERRZLNERLJ

- - e s e - o — =

ZYCLIC CITRULLINATED PEPTID
SYCLIT CITRULLINATED PEPTIOD

CCP IGG
REFERENCE RANGE: < 20 Units

(€C

E P)IGG AB
E (CCP) 1GG AB, ELISA
S

ACCOUNT, T;L?

EFEREMCE UNITS

<1: 20

Mo SO EPRNBE T OO

e o e o o am — ——— e - o= - -

UNITS

INTERPRETIVE CRITERIA:
< 20 Units
20 Unita

Antibody Not Detect
Antibuody Ostecteda

> ar =
This aasay maeosures IgG antibodies recognizing 8 circula
ciCrulline the geimidated form of arginine. CCP antibao
fFactor (RF), are founa 4in a proximate g 70x of patisnts

arthritis (RA). However, the specific tg of CCP antibod
highar than thaot of RF (85-80%). CCP ontibodias nng be
stagas of gisease, before RF 1s detectable. AA patieaente
ten
It wae recantly shown that ontikeratin ontibodies and an
dctually recognize citrulline, and are thus identical to

This asaay was performed using a kit lobeled
-~ REPORT CONTINUED OmM MEXY PABE -

Xes

d

peptids contoining
ies, like rheumetoid

ith rhaumstoida

(»35X) 13 merkedly
etectea in the eorly

with CCP entibodiean

ifillegrin antibodlac
CCP antipndies.

“For Inveatigatignol Use Only™ by

to develop more cevere disesase compared to patients (without CCP antibodims.
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Sep

gio
p-S

- [
L o -
roc:lcu.ll‘l FATIICTAN
CEMD 0
SPRCININ IHPORMHATION CLISF? INPONANATION
SPRCIMEY - 20181259 101 4738} 00003342
REQUIBITION: 00600611 -7 Tt S
LAE REP BQ:
L I, e ——— . -
COLLECTRD: 06/10/3003 17100
RECEIVED: 0€/10/2003 20:45
MEFORTED: 06/16/2001 05 :54
Test Wams Ta Raoge Oul of Remye sefezumce Remge Lok
CONPREHENBIVE METADOLIC
pANERL L)
GLUCOBE (¥ 65-109 MA/DL
FPASTING AKLTEASNIX INTERVAL
URRA NITROCEN (BUN) 1) 7-28 NG/DL
CREATININE 0.8 0.5-1.2 NG/DL
BUN/CREATININE RAZIC L€ 6~25 (CALL)

eanzIum
POTARZSTIUN
CHLORIDE

.\',')
CALLTIUN
PROTEIN. TOTIAL
ALBROMIY

CLOBUL IN
ALBUMIR/GLOBULIN RATIO
RILIRLVAIN, TOTAL
ALKALEINE PHOSONATASRR
AR?

ALT

CREATINE EINASE, TOTAL

£BD RATE $Y MQOIFIED
UESTERGREN
SHD RATE BY NODIFIED
wELTTCRGREN

CoC (IMCLUDRY DIFF/PLI)
VHITE BLOOD CfLL COUNY
RED BLOOD CELL COUNT
HEMOGIOPIN
KENATOCRIT
nev
WCRH
NCHC
pw

St

)
[ V]

8210 YPBCINENE ARA STARLE FOU
TEMPERATUORE (12 NOURS IF RE
TARENG LOVWER WITH INCRERSED

138-148 WMOL/L
2.6-%.2 wWMOL/L
L/t

8.5-10.¢ NG/DL
€.8-8%.3 afoL
1.7-8.1 @/0L
2.3-4.2 G/DL (CALC)
0.8-2.0 (CaLC]
0.2-1.3 MG/DL
20-12%5 U/t

USE OF C-REACTIVE PROTEIR TD ASSESE ACUYE PHASK

REGPONSES.

5.7
4.03
12.6
1¢.§
30.6¢
1.2
3¢.5
13.6

2-33 U/L

2-40 U/L

0-165 O/L X0
X0

¢ OR & 30 MM/HR

4«56 HOURD AT AOCN

GERATED) . ESR RESULTS

PECIMENM ACE. CONEIDER

xQ

2.8-1C.8 THOUSB/NCL
3.80-2.20 NILL/MCL
11.7-319.% Q/DL
13.0-45.0 ©
20.0+-100.0 FL
27.0-33.0 PG
22.0-36.9 G/DL
11.0~18.0 &

Page 1 - Continuwd On Dag‘

T
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muu hasonr saTus Fimal f

sreavriam

DOB 1 Agqe « 22
ARPOATRED,  06/16/3003  0%:54e AEEQRR: ¥
Tast Neme In Bange - out o3 Ramnps s fexence Ranga La®
CBEC (INCLUDES DIPP/PLT! (Continuaed)
PLATALAT COuNY 197 1408-48Q¢ THOUB/®KCL
ADSCLUTE WEUTROFNILS 3e82 1500-7800 CBLLS/NCL
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<> MENTOR

MR! Silicone Breast Implant Evaluation Data Sheet

s [J inadequate

PAT[ENT TRIAL#O, COUNTRY NO. h T PATIENT NO. PATIZNT SOCUL IECURITY &S
sTupYip: | 10009 | O | 0 } 1
MRI EVALUATION |
Patient's Date of Birtr:
MRI Reviewer: Scan Quality (check one):
' ood
Date of MRI Evaluation: QL@ M Qﬁ@:{s_t 1 [ Adequate
month day year

RIGHT LEFT
. {3 Notimplanted with Stucty Device [CJ Not impianted with Study Device
Device-Pieesmont————{T~Subrmmestar___ ) Submuscuix
2+ Subglandular 2 [ Subglandular
Impiant Type- ~[ 3 Smooth— -Smooth—
Implant Evaluatior

! [Zl/Ng Evidence of Ruplure
2 (7] Indeterminate Evidence of Rupture

3 [ Rupture:
Cneck one Type:
t [} intracapauiar

2 ] Extracapsular
Check one Condition;

v (] Uncaliapsed

2 [} Partially Collapsed

1 (] Fulty Collapsed (inguini sign)
£

+ [ ]| Me'Evidence of Rupture
2 (] Indeterminate Evicence of Reotre
v ] Rupture:
Chsck one Type:
v (] Intracapsuiar
1 (] Edtracapsuler
Check one Conditor:
v (] Uncollapsed
1 [ Partially Cotapses
s (] Fuly Cailapsed (firzwni sicn.

Soft Tigsue Evaiuation:

1 mo/Evidence of Extracapsular Silicone
2 [ Indeterminate for Extracapsutar Sificone

1 (T} Definite Extracapsular Silicone

1 b Evidence of Exracapsuia’ Silicons
2 [ indeterminate for Sxracapsciar Sificer =
1+ [ Definite Extracapsular Silicons

Mo MM

Reviewer's Signature

LD zeg 8

This study wes no: designed to detact breast cencay, and so the findings and impressions hers should not repiace routine screenuag mammagraphy 3nd
clinical exeminaticn. Some implant ruptures ond smat! amourns of soft Lesue silicone below our threghalds for gemction may not be seer; Dy thes metncs.

nsm
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Phys g P~
Dob: b~ .t F
Acct: BRSNS

Exam Jate: 08/2_, .uU3 Status: REG REF
Radicic~r »~.

- —_ }_‘ ~ ‘
| = |pac.. I

M

EXAMS: 00118953 REAST BILAT WITHOUT CONTR
Clinical Data: CORE STUDY

MRI BREAST BILATERAL WITHOUT CONTRAST FOR THE MENTOR STUDY - 08/29/03

MRI SEQUENCES:

Axial T2 and fat-suppressed T2 as well as sagittal T2 with
water-suppressed pulsing sequences wers performed of both breasts
using a Siemens 1.5 Tesla magnet and & bilateral breast coil.

RIGHT BREAST: There is a subglandular silicone implant in place.
Some prominent folds are demonstrated; nowever, there is no definite
MRI evidence to suggest either intra- cr extracapsular rupture of the
implant. The breast parenchyma is dense.

LEFT BREAST: On the left there is a silicone implant in place with
some prominent folds. There is no def:inite evidence of intra- or
extracapsular rupture of the implant.

Report was stat faxed to 1
1340 hours.

** REPORT SIC ""URE ON FILE 0Q/r~ ‘2003 **
" Reported By:
Signed By:

CC: ]

Dictated Date/Time: 09/04/2003 (1326)
Transcribed Date/Time: 09/04/2003 (1341)
Transcriptionist: MER TCT

Printed Date/Time: 09/05/2003 (1101)

PAGE 1 Signed Report .
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November 20, 2003
‘laste "
e Atta: Carolyn Offutt
Mentor Corporation
as at 201 Memor Drive
™ Santa Barbara, CA. 93111
S
it lift
tion Dear Carolyn,
m seen in our office on September 3, 2003 for follow-up
WO-year C Ol y. On examination she was found to have Baker I1
# contractures bilaterally, with good contour and symmetry. On completion of her
questionnaire, she does note multiple symptoms of arthritis. She has had a
: rheumatology work-up by T ™ Thave a copy of these findings
in her chart and can make them availahle to you if needed. Basically, the findings
were within norma .. .. has diagnosed this as Seronegative
rheumatoid arthritis. T sent her tor an MRI which was also normal.

“~itial consult did not disclose any arthritic type symptoms, and this
is confirmed by the initial questionnaires. At her two-year follow-up she does state
that she probable had these symptoms prior to surgery. We proceeded with surgery

ped  based on her denial of any arthritic conditions.
If you should have any questions regarding this matter please feel free to contact my
ws  office.
q
Sincerely,
/
';")nyahnn‘mm

wvL
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Core Gel Breast
+ MENTOR | Moo 2 YEAR VISIT
TRIAL NO. CONTRYNO | SITE NO | TNO |
PATIENT STUDY ID: 10-009 0 | 0 J 1

RHEUMATOLOGY SYMPTOMS (Page 1 of 2)

Please check any current symptoms which:
1. The patient experiences on a regular basis

1 [] No symptoms; patient not referred to rheumatologist

2. The cause is unknown and cannot be attributed to any patient activity.

RHEUMATOLOGY SYMPTOM STATUS SINCE LAST wén (mlyf’::fwcf m&ﬂ;ﬁfm) STATUS AS OF THIS VISIT
CONTINUING NEW | “month year RESOLVED | CONTINUING
Loss of weight without dieting O E{ A~ lo0Ch| O
Fatigue [Z( A0 CS O ce
Insomnia O O] O ]
Weakness ] @/ D 200D O
Exhaustion OJ @/ L’) :) CC j5 ] [E/
Joint swelling ] ] ‘;7 K20C 2 OJ B/
Heel pain J ] | ] ]
Frequent muscle cramps ] i | L > ] B/
«~umbness of feet L] ] ] ]
Ringing in ears ] ] J 1
Pain/grittiness in eyes (] L] C ]
Dryness of eyes, nose ] ] | CJ O
Pain on swallowing or chewing (] Ef ,) :Q(J(, ) ] [9/
Neck painstiffness L] %} ’ > l 20 j; ] B/
Pain on breathing ] O] O J
Heart murmurs ] O o (]
Loss of appetite U] A £y /L)()(: ) ] E}/
Persistent fever ] ] U d
Night sweats OJ ] ' ] ]
-
Generalized aching U] v - 7? (. ( “’\, L] Lq/
25 of height 1 0 | ] U]
Joint pain ] i i ‘ N { i ’_/:7 O { [Q//
Frequent muscle pain A N N = : NS B L] Q/\/
PINE. {NVES"GkYOR SITE I | PAGE 59
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+ MENTOR

Core Gel Breast
IDE Clinical Trial

2 YEARVISIT

TRIAL NO

JATIENT STUDY ID: 10-009

COUNTRY NO

oo,

L

PATIENT INITIALS

RHEUMATOLOGY SYMPTOMS (Page 2 of 2)

Please check any current symptoms which:
1. The patient experiences on a regular basis

2. The cause is unknown and cannot be attributed to any patient activity.

RHEUMATOLOGY SYMPTOM

STATUS SINCE LAST VISIT

CONTINUING

NEW

DATE OF ONSET

STATUS AS OF THIS VISIT

{only if new since last visit)
month year

RESOLVED

CONTINUING

Numbness of hands

O

Jaw pain

S 00D

Open sores

1

Redness of eyes

g

Dryness of mouth

Do00D|®| 3

U

Back pain/stiffness

~

Severe chest pains

Chronic cough

uifficulty swallowing

Frequent, severe or persistent diarrhea
or constipation

_N\DDDE]

S O20eA

Severe rashes

Frequent muscle cramps

N

e 2

Severe dryness of skin

Tender lumps/bumps

Excessive sensitivity to sun

Color changes on hands or feet with cold exposure

Joint pain

Frequent hives

Numbness of hands

Tightness of skin

‘usual hair loss

Tendemess of scalp

DDDDD?DDDD%DG{DDD

Severe bruising with little or no injury

Ojgjoo|ojojo|oiojojojojojg|lojolololololololo

NiOO0|oo|glgyglojolelo

P -~
~ i

Oogj0bDoo|oojg|oo|ojooojgloololalalo

§

\
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c10S

2 = Baker I Capsular Contracture with Surgical Intervention
3 = Baker 1l Capsular Contracture

4 = Baker IV Capsular Contracture

5 = Breast pain not associated with any other complication
6 = Breast—Unacceplably Low Sensitivity

7 = Breast—Unacceplably High Sensitivity

8 = Calcification

9 = Delayed Wound Healing

10 = Extrusion

11 = Granuioma

12 = Hematoma

13 = Hypertrophic Scarnng

14 = Infection

' Core Gel Breast
' . 1 YEAR VISIT
ﬂeb MENTOR | 5e clinical Trial ADVERSE EVENTS
TRIAL NO COUNTRY NO. SITENO | Patentro
PATIENT STUDY ID: 3 No Adverse Events
10-009 | 0 ] 0 ] 1], '
Enter one adverse event per line. If the event was experienced at more than one body site, enter each body site o
AE CAUSALITY EVENT ASSOCIATED ONSET SEVERITY TREATMENT REQUIRED (check all that apply) OUTCOME RESOLUTION
CODE* |1 = Procedure related SIDE BREAST PAIN DATE 1= Mild 1 = No Treatment 1 =Resolved DATE
(See |2 = Device related 0=NA 0 = None 2 = Moderate { 2 = Medication (specify) 2 =0ngoing
Below) |3 = Unknown 1 = Right 1= Mild 3= Severe |3 = Secondary Procedure (enter Procedure Typs Code and date below, and complete |3 =Death
4 = Other 2 = Left 2 = Moderate Secondary Procedures Report for all proceduras performed for this date)** 4 =Unknown
3 =Severe |[month day year 4 = Hospitalization {specify # of days and admission date) month  day ¥
, . 5 = Other (specify)
o1 M3 |00 ®o 03 X101 O 4___days, Date:__/__| O O4
2|02 04 o1 | gk gyl D2 [R2Becolade W5 Uifrasoand  |§
d L, {02 2 O3 (3 3 Procedure Type Codet__ Procedure Date: 1 a3
O1 X3 |Oo P 03 NP-g=E O.4___ days,Date: __j__J 01 O4
2 v|o00 floce) ate. UHraseund '
7 O2 04 (Ot 014 un 02 (P2 X 5 4S0uA 2
N , @ a2 O 3 03 3 Procedure Type Codet:____ Procedure Date: J / 3
A - 7
/ / < 4 27’ > **Complete Secondary Procedures Report. If new study device is
/ —_ ’ ! | l | I L1 ¥ T implanted, complete Re-Iimplantation Report.
, ﬁvestigator's Signature / month day year
*ADVERSE EVENT CODES tSECONDARY PROCEDURE TYPE CODES
1 = Asymmetry 15 = Lymphadenopathy E@EJ}IME 81 = Biopsy

16 = Necrosis

17 = New Diagnosis of Breast Cancer

18 = New Diagnosis of Rheumatic Disease,
specify:

19 = Nipple—Unacceptably Low Sensitivity 1Rl

20 = Nipple—Unacceptably High Sensitivity

ZMA)ﬁler. ;peZify: 2003 l

21 = Position Change
22 = Ptosis

30 = Other, specify’

23 = Ruplure

24 = Seroma

25 = Size Change—Patient Reques!

26 = Size Change—Physician Assessment only
27 = Wrinkling

82 = Capsulectomy
83 = Explantation with Replacement**
84 = Explantation without Replacement
85 = Incision and Drainage

86 = Mastopexy

87 = Open Capsulotomy

88 = Position Change

89 = Scar Revision

90 = Skin Adjustment

91 = Other, specify'

92 = Other, specify:

»%E ORIGINAL MENTOR AFFILIATE
8/13Q0

YELLOW MENTOR

PINK INVESTIGATOR SITE

PAGE 53



2 = Baker Il Capsular Contracture with Surgical ntervention

3 = Baker Il Capsular Contracture

4 = Baker |V Capsular Contracture

5 = Breast pain not associated with any other complication

6 = Breast—Unacceptably Low Sensitivity

7 = Breast—Unacceptably High Sensmv«y e e
8 = Calcification o

16 = Necrosis

Core Gel Breast ‘
4’ ML.TOR | 10k clinical Trial ADVERSE EveNTS 2 YEAR VISIT
TRIAL NO. COUNTRY NO. ] SITENO ] PATIENT NO. | pamewtvmaLs
PATIENT STUDY ID: 10-009 | 0 | 0 | 1 O NoAdverse Events
Enter one adverse event per line. If the event was experienced at more than one body site, enter each body site on a separate line.
AE CAUSALITY EVENT ASSOCIATED ONSET SEVERITY TREATMENT REQUIRED (check all that apply) OUTCOME RESOLUTION
CODE* |1 = Procedure related SIDE BREAST PAIN DATE 1= Mild 1 = No Treatment 1 =Resolved DATE
(See |2 = Device related 0=NA 0 = None 2 = Moderate | 2 = Medication {specity) 2 =0ngoing
Below) |3 = Unknown 1 = Right 1 = Mild 3= Severe |3 = Secondary Procedurs (enter Procedure Type Code and date below, and complete {3 = Death
4 = Other 2 = Left 2 = Moderate Secondary Procedures Report for all procedures performed for this date)™ 4 = Unknown
3 =Severe |month day year 4 = Hospitalization (specify # of days and admission date) month day  year
5 = Other (specify)
01 /‘8[3 pran; (Eo Da6 Lﬂlﬁ g1 |01 — days,Date:__/_/___ |01 04
/g D2 04 |01 01 D jun 02 |02 ;z§ Rhevnated tgoré vp | 4
02 02 ¢ 3 {73 3 Procedure Type Codet:__ Procedure Date: / 3
o1 D3 (0o oo 03 01 1 0O 4___days,Date:__/__/___ 01 D4
O2 DO4¢4 |1 1 02 |02 0s 2
. 02 02 (3 3 {[J3 Procedure Type Codet:___ ProcedureDate: ____/___/  {[]J3
/. ]
/ ~ ) “¥Complete Secondary Procedures Report. If new study device is
- - implanted, complete Re-Implantation Report.
Iprosugator s Sgnature 7 / \__) mont day year P P P
*ADVERSE EVENT CODES tSECONDARY PROCEDURE TYPE CODES ]
= = = ; ; . 81 = Biopsy
1 = Asymmelry 15 = Lymphadenopathy 28 = Lactation Difflculties, specify: 82 = Capsulectomy

17 = New Diagnosis of Breast Cancer

83 = Explantation with Replacement**
84 = Explantation without Replacement
85 = Incision and Drainage

18 = New Diagnosis of Rheumatic Disease, ‘
specify: H a 29 = Other, specify’
19= N!pple-Unaccepta;z Low Sensitivity  Arthel HS

86 = Mastopexy

20 = Nipple—Unacceptably High Sensitivity
21 = Position Change

87 = Open Capsuiotomy
88 = Pogition Change

9 = Delayed Wound Hedlmg 22 = Plosis 30 = Other, specily: 89 = Scar Revision
10 = Extrusion 23 = Ruplure g?:(s)m'\dluswﬂl
11 = Granutoma A N AR E 24 = Seroma = Other, specify:
12 = Hemaloma o b 25 = Size Change—Patient Request
13 = Hypertrophic Scar}ing ; 26 = Size Change—Physiclan Assessment only 92 = Other, specily.
14 = Infection P ‘ 27 = Wrinkling

WHITE ORIGINAL- MENTOR AFFILIATE YELLOW: MENTOR PINK. INVESTIGATOR SITE

8/15/00
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New Diagnosis of Connective Tissue Disease Patient Summaries

Study ID:

Cohort: Augmentation

DOS: 10/23/00

Implant Type: smooth round gel
Placement: subpectoral

MRI Substudy: NO

MRI Scan Dates: n/a
Investigator:

This patient was enrolled in the Core Gel Study on 10/23/00 in the Augmentation cohort.
No rheumatology symptoms were documented at the baseline and 1 Year visits. At the 2
Year visit, the patient reported eh following symptoms: fatigue, insomnia, weakness,
exhaustion, joint swelling, heel pain, frequent cramps, numbness of feet, night sweats,
generalized aching joint pain, frequent muscle pain, numbness of hands, chronic cough,
joint swelling, joint tenderness and swollen digits. She was referred to a rheumatologist,

ordered the following tests:
15H <0.004
T3 uptake 37
Free thyroxine 3.6

He reports these values are in the low-normal level. Her thyroid is in the upper limits of
normal. She began taking »d 0.025 mg. He notes she has fibromyalgia syndrome
and myofascial pain syndrou.. . a result of her thyroid deficiency. This consult was
reviewed by a rheumatology expert who said she has hypothyroidism and as a result has
thyroiditis, which is autoimmune in origin. The diagnosis should be reported as
"Other:thyroiditis". This diagnosis was made 32 months from time of surgery.

At the 3 Year visit, all her symptoms had resolved with the exception of the following:
loss of weight without dieting, joint swelling and tenderness.

This patient did not undergo an MRI scan. No rupture was suspected. She continues in
the Core Gel Study under the care o . will return for her 4 Year follow-
up visit in 2004

5014
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RHEUMATOLOGY VISIT (0P ,DW 7

October 21, 2002

continues to have arthralgias and myaigias but she is no loager getting
arthritic inflammatory swelling. Her lab tests are completely negative for autoimmune
arthritis and a bone scan done on October 4, 2002 was completely normal. The patient
continues to have fatigue, myalgias, hair loss, a feeling of generalized coldness, and an
inability to recover from her relatively aggressive exercise program which she has slowed
down on. The patient does have a family history of thyroid disease in at least two relatives.

PHYSICAL EXAMINATION: Pulse 75, B/P 100/70, Weight 190-1/2 pounds. The
patient has nonspecific soft tissue pain in the mid-thoracic and lower lumbar region without
evidence of radicular pain and negative straight leg raising. What is interesting on her .
examination is that all her deep tendon reflexes are slowed, being only 1+ to trace positive
with slow recovery time. Plantar reflex is negative. No sensory or motor deficit. No
peripheral joint arthritis.

IMPRESSION: 1. Arthralgias.
2. Myalgias.
3. Fatigue.

The patient has had two thyroid tests in the low-normal level. She could certainly
have an autoimmune thyroid problem. Thyroid antibody tests were ordered”” Her thyroid is
upper limits of normal and mildly tormal. The patient was also empirically started on
Synthroid 0.025 mg to be gradually increased over a month and we will reevaluate at that
time.

RRR: .
cc: 7~

‘//,/3/10«-/ o A I/l/;‘-‘r f“{f;-”-’:_.— .
P
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Japuary 28, 2003

Dear Roger

I am pleased to report that*has apparently had a complete resolution of
her musculoskeletal pamn syndrome on Synthroi€ 0.15 mg daily.” While her thyroid '
deficiency did rnt anmear 1a he severe and currently is being evaluated by her

endocrinolozist the patient also has fibromyalgia syndrome and

myofascial paj arome. as a cunscquence of the apparent thyroid deficiency and I have

seen other patents who get exaggerated responses in their fibromyalgia when they have a

relatively minor thyroid deficiency. The patient is seeing ter this week to

further assess her endocrine status but the patient tells me ¢ . ¢lse bas come up
medically. The patient 1s stll challenged with her weight gain and currently, she is at 190

pounds but she has essentially a normal medijcal examination today and she is encouraged

that she beg:n an exercise program and a weight reduction program. I have advised her not

to consiaer zny piastic surgery unui she has lost some of the weight that she has gained. We

will check her thyroid levels on her current dose of medication.

Sincerely,

RRR:mdi mpg ~
cc:
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